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Section 8.0 510 (k) Summary

Note: This summary is provided in accordance with 21CFRSO7.92 (c).

5 10 (k) Owners Name: Reliance Orthodontic Products, Inc.
Paul Gange, President

Address: 1540 West Thoruidale Avenue
Itasca, 11 60143 USA

Phone Number: 630-773-4009
Fax Number: 630-250-7704

Contact Person: Paula Wendland, Regulatory Affairs Manager (Preparer)

Date 510 (k) Summary was Prepared: June 16, 2011

Medical Device Name:

* Trade names - Light Bond TM and Pad Lock®

* Common name -Orthodontic Bracket Adhesives

* Classification name - Bracket Adhesive Resin and Tooth Conditioner

(21CFR872.3750, Product Code DYH, Class HI Device)

LEGALLY MARKETED DEVICE TO WHICH EQUIVALENCE IS CLAIMED
(PREDICATE DEVICE) [807.92(a) (3)]: QUICK CURE, K00 1048, approved 4/27/00.
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8.1 DESCRIPTION OF THE APPLICANTS DEVICE:

Light Bond and Pad Lock are light cm-c, orthodontic bracket adhesives available in
a variety of viscosities for bonding to metal, ceramic and composite sm-faces. Both
Light Bond and Pad Lock are available in fluoride and non-fluoride formulas and
come in syringe style or tip dispensing.
In addition, Pad Lock fluoresces to ease clean-up of flash for the user.

8.2 INTENDED USE AND POPULATION:

Light Bond adhesives are intended for use as a light cure bracket and lingual
retainer adhesive.

Pad Lock adhesives are intended for use as a light cmre bracket adhesive.

8.3 PREDICATE DEVICE:

Reliance Orthodontic Products, Inc. Quick CureM, 5 10(k) submission (KOO 1048)
dated 04/28/2000.

8.4 TECHNOLOGICAL AND PERFORMANCE CHARACTERISTICS:

TM TM

Performance Characteristics of Light Bod Pad Lock and Quick Cure

Property Light Bond T Ml Pad Lock® Quick CureTM

Intended Use Light Cure Light Cure Light Cure adhesive for
Orthodontic bracket Orthodontic Bracket bonding Orthodontic

adhesive Adhesive brackets
Containing Fluoride Containing Fluoride Containing Fluoride

Mechanical I Syringe or Tip Delivery Syringe or Tip Delivery Syringe or Tip Delivery
Physical
Properties ____________ ____________
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DEPARTMENT OF HEALTH & HUMAN SERVICES I'LlbIK ]Cealb SCIVICC

MIS. Pala Wendland: ASQ CQE
Re u u I atfDry A fiis Mvanager
Reliance Orthodontic ProduIcts. Incorporated
1540 West i'horndale Avenue~
I tasca, Illinois .60143

Re: K1 11814
irade/Devi cc Name: Light Bond"'Nl and Pad Lock®
RuzILIlaition Number: 21 CFR 872.3750
ReguLlationI Name: B racket Adhesive [Resin and Tooth Conditioner

I ua tory Class: II
Product Code: DYf[
Dated: Augu"Lst 22, 2011I
Received: Au~gust 24.2011

Dear NIS. \e ndland:

We have reCviewed your11 Section 510(k) premraiket notification of intent to market the device
ref'erenced above and have determined the device is substantially equLi valeru (for1 the
indications for Use slated in the enclosu-re) to legally marketed p~recli cate devices marketed in
nterstate commerce pnior to Max' 28, 1976, the enactment (late of the Mledical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of'
the Federal Food, Drug., and Cosmetic Act (Act) that do not require approval of a preiiarket
app~rovalI application (1PMA). You may. there fore, market the device, sub bject to the gueneral
controls provisions of the Act. The general controls provisions of the Act inludeICI
requILiremenIts for annual registration, listing of devices, good rnan u1 fbcturi ng1 prac I cc,
label inrg, and prohibitions against misbranding and adulteratio. P lease note: Cl)RI-I dloes
nlot evalate in formation related to contract liability warranties. Wec rern inrd you, howxever.
that device labeling must be truthful arid not misleading.

If youLr device is classi fied (see above) into either class 11 (Special Controls) or class III
(P'MA), it may be subject to additional contro Is. Existinlg major r-eaI a~'t i oIS affec Wiruz v0ou
device can be Ibun11d in the Code of'Federal Regoulation1s. Title 2 1, Parts 800 to 898. In1
addition. FDA nay puLblish ftrrrlier arinounicemnieits concern inri your device iii the Fede la
Relu is ter.



Pagze 2- N1 s. \VendlIand

Please be ad vised that FDA's issu~ance of a su bstantial eq tn valece dleter m inat ionl does not
meian that FIDA has made a determination that \voti r device com1plies With other r'~Llequiremets
of'the Act or any' Federal statutes and( reguLlations ad ministet-ed by other Federal ag~encies.
'YOUI must com1ply with all the Act's requir-emenIs. in1citiding. Ibut t 1I Uitied to: r~cttYiStlatioI]
and lIsting- (2 1C FR Part 807); label iung (2 1 C FR Part 801I); medical dlevice reportingL
(re poit i i i of imed ical dievice-related adverse e ve nts) (2 1 CUFR 8 03): g1oodI mlantLlifatetIng*1D
praIc reqUC -I riements as set forthl inl thle ual it5' systems (QS) eg"Li lat ion (2 1 CU-R Parit 820):
and if applicable, the electronic prodcIIt iadiation control pro visions (Sections 531 -542 of
the Act): 2 1 CUR 1000- 1050.

1 iVO uI~i e Siespc ilc advice for' your1 device onl Our[ labeling In ltioin (2 1 CU-R Ia't 180 1
])lease g-o to httn)://ww'w. Fda.uovAboLutFDA/Centr sC) (IICes/C LDR I-/CD1 R-10E Wes/uC.II
11 5809. htm or- the Center for Devices and Rad io01ogi cal H-e al th's (Cl) RI-I's) 0W icc off
Comnpli1ance. Also, please note the regulation en ttled, ''N/isisrand i n, bY ic Fe rence to
premiarket notification" (2 I CUR Part 807.97). For questionls regoarding the re por-ting of'
ad Vet-se evenlts tinderC the NIMDR regulation (2 1 C FR Part 803):, lease Loo to

0ffice of'S urveil lance and B iontics/Div\ision of Postinarket Surveillance.

YOU may obtain other gecneral informationl Onl \o tIr responsibilities unlder [lhe Act from the
Division of' Small i anUfacurers. International anld Con1sumer Ass istance at its to II- free
nlumber (800) 638-2041 or (301) 796-7100 or at its Internet address

SinIcerelx 'OuiS,

Anthony D). Watson. B S.. i. S.. N.B.A.
Director
Division of'A nesthes io logy, General H-Iospital,

Inf'ection Control and Dental Devices
0 flICe of IDe\'ice l3~al trat ion
Center for1 Devices and

Radiological H-eal th

En1clostire
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3.2 Indications for Use Statement:

5 10 (k) Number (if known): _902M__

Device Name: ___Light Bond Tm and Pad Lock*____________

Indications for Use:

Light Bond is intended for use as an orthodontic bracket adhesive.

Pad Lock® is intended for use as a fluorescing, light cure Orthodontic Bracket
Adhesive.

Prescription Use _XfAND/O Over-The-Counter Use ___

(Part J.CFR 801 Sub' sO (21 CFR 801 Subpart C)

(Dlvisioh~slgn-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

51 0(k) Number: _K IIII / Page 15


